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CONSENT FOR RESEARCH 
Penn State College of Medicine 

The Milton S. Hershey Medical Center 
 
 
Title of Project:  Implementation Trial of a Validated Clinical Decision Rule for Pediatric Abusive Head 
Trauma (The CDR Implementation Trial) 
   
Principal Investigator: Kent P. Hymel, MD 
 
Address: Penn State Milton S. Hershey Medical Center, Division of Child Abuse Pediatrics, Mail Code H085, 
500 University Drive, Hershey, PA   17033-0850 
 
Telephone Numbers: Weekdays: 8:00 a.m. to 5:00 p.m. (717) 531-5158; (717) 531-0003, extension 281519; 
OR (717) 531-8521, pager 4173 
 
Subject’s Printed Name: __________________________________________________ 
Participating Site: _______________________________________________________ 
 

We are asking you to be in a research study. 

Whether or not you take part is up to you. You can choose not to take part. You can agree to take part 
and later change your mind. Your decision will not be held against you. 

This form gives you information about the research. Please ask questions about anything that is 
unclear to you and take your time to make your choice. 

 
1.   Why is this research study being done?    

We are asking you to be in this research study because you are a PICU provider or child abuse 
consultant who is required to make decisions to either launch or forgo child abuse evaluations in 
your young, acutely head-injured patients admitted for intensive care. This research is being done to 
find out if a recently validated clinical decision rule (CDR) for pediatric abusive head trauma (AHT) 
can improve the accuracy of these decisions in PICU settings.    
  

2.   What will happen in this research study? 
We will conduct a stratified cluster randomized trial at eight U.S. PICUs randomly assigned to 
intervention (n=4) or control (n=4) conditions. At the four intervention sites, we will deploy active 
CDR implementation strategies designed to promote your acceptance and application of the CDR as 
an AHT screening tool. At the four control sites, PCIU providers and child abuse consultants will 
practice “AHT screening as usual.” You are practicing at one of the four PICU sites randomly assigned 
to the intervention arm of this trial.  
 
We estimate that every participating site will admit fewer than 4 eligible patients per month to their 
PICU.  The study protocol does not require you to ask any questions, order any tests, request any 
consultations, capture any additional patient-related data, or make any reports of suspected child 
abuse that, in your own clinical judgment, fall outside the scope of your standard patient care. 
 
This “CDR implementation trial” should last 36 months, but could be extended to 42 months.  If you 
take part in this research, your responsibilities over the course of the trial will include the following:  
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 Completing a brief (<15 minutes), initial, online training about the validated CDR and this “CDR 
implementation trial” 

 Reading (and acknowledging receipt of) brief, monthly, “booster training” emails (x30 total) designed 
to reinforce and extend your initial online training over the course of the trial 

 Completing brief (<5 minutes), iterative, online surveys (x7 total) regarding your evolving impression 
of the CDR’s “acceptability” as an AHT screening tool [NOTE: You will be free to skip any survey 
questions that you do not wish to answer] 

 Applying the CDR as an AHT screening tool—and actively considering its recommendations 

 Providing information to your Research Coordinator about your decisions to launch or forgo child 
abuse evaluations in your young, acutely head-injured patients admitted for intensive care  

 Verifying the accuracy of the historical, clinical and radiological data captured by your Research 
Coordinator regarding your young, acutely head-injured patients admitted for intensive care 

 Participating in brief (<30 minutes), iterative, “information sharing sessions” (x4 total) to review and 
discuss local barriers to CDR implementation as an AHT screening tool  

 Participating in a brief (<15 minutes) telephone conversation at the end of the trial 
 

3.   What are the risks and possible discomforts from being in this research study?   
There is a risk of loss of confidentiality if your information or your identity is obtained by someone other 
than the investigators, but precautions will be taken to prevent this from happening. The only other 
discernable risk is the inadvertent disclosure of your specific clinical practices related to application of 
the CDR, and/or your reasons for rejecting its recommendation(s), if and when you do so. The 
confidentiality of your electronic data created by you or by your Research Coordinator will be 
maintained to the degree permitted by the technology used. Absolute confidentiality cannot be 
guaranteed. 

 
4.   What are the possible benefits from being in this research study?    

4a. What are the possible benefits to me? 
There is no guarantee that you will benefit from this research. The possible benefits you may 
experience from this research study include the following: [1] For the first time in PICU clinical 
practice, you will be able to apply a validated, evidence-based, AHT screening tool to guide your 
decisions to launch or forgo child abuse evaluations in your young, acutely head-injured patients 
admitted for intensive care; and [2] You will gain access to an online or smartphone “AHT 
probability calculator” that you can use to calculate an evidence-based, patient-specific, 
estimate of the probability that your patients’ acute head injuries resulted from abusive or 
inflicted trauma.   

     
4b. What are the possible benefits to others? 

The results of this research may improve the accuracy of AHT screening practices in PICU 
settings.  Based on strong preliminary studies, we predict that accurate and consistent 
application of the CDR as a AHT screening tool in PICU settings will [1] lower evidence-based 
estimates of “missed” or “unrecognized” AHT, [2] increase patient safety (the percentage of AHT 
patients thoroughly evaluated for abuse), [3] increase clinical efficiency (the percentage of non-
AHT patients not evaluated for abuse), [4] increase the overall diagnostic yield of completed 
abuse evaluations, and [5] decrease the overall percentage of young, acutely head-injured 
patients hospitalized for intensive care who are evaluated for abuse.  
 
Informing parents of a decision to launch an abuse evaluation is uncomfortable. Justifying that 
decision to parents based on the recommendation of a validated AHT screening tool—while 
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informing parents that the screening tool “screens in” a lot of patients with non-AHT—could 
allow parents to feel less specifically targeted, thus making the discussion less stressful for 
doctors and parents alike. 
 

5.   What other options are available instead of being in this research study? 
You may choose not to be in this research study. 

 
6.   How long will I take part in this research study? 

This “CDR implementation trial” trial is scheduled to last 36 months, but could be extended to 42 
months. If you agree to take part, it will take you approximately 15 minutes to verify or capture the 
required data about each of your eligible, acutely head-injured patients. Completing your initial 
online training, reading the monthly emails, completing the iterative CDR “acceptability” surveys, 
and attending the “information sharing sessions” will take additional time. Your Research 
Coordinator will work diligently to minimize the impact of study participation on your direct patient 
care activities.  

 
7.   How will you protect my privacy and confidentiality if I decide to take part in this research study? 

What happens to the information collected for the research? 
Research Coordinators will capture research data online, using access-controlled, password-
protected, standardized, electronic, data capture forms created using REDCap—a mature, secure, 
web application for building and managing databases. Site-specific data that has been entered 
online will become part of the research network’s pooled data. The network’s pooled data will be 
stored at Hershey Medical Center’s research datacenter in a password-protected, access-controlled, 
HIPAA-compliant, database.  
 
Efforts will be made to limit the use and sharing of your personal research information. In our research 
files at The Milton S. Hershey Medical Center (HMC) and Penn State College of Medicine (PSU) we will 
include these identifiers: your name, your email address, and your provider ID number assigned by 
REDCap. A list that matches your name and email address with your ID number will be kept within 
REDCap. 
 
For research records sent to The Milton S. Hershey Medical Center (HMC) and Penn State College of 
Medicine (PSU), you will be identified by your ID number. In the event of any publication or 
presentation resulting from the research, no personally identifiable information will be shared. 

 
We will do our best to keep your participation in this research study confidential to the extent 
permitted by law. However, it is possible that other people may find out about your participation in this 
research study. For example, the following people/groups may check and copy records about this 
research.   

 The Office for Human Research Protections in the U. S. Department of Health and Human 
Services  

 The research study sponsor, <<name of Sponsor>> 

 The HMC/PSU Institutional Review Board (a committee that reviews and approves research 
studies) and  

 The HMC/PSU Human Subjects Protection Office  

 The HMC/PSU Research Quality Assurance Office 
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Some of these records could contain information that personally identifies you. Reasonable efforts will 
be made to keep the personal information in your research record private. However, absolute 
confidentiality cannot be guaranteed.            
 

8.   What are the costs of taking part in this research study? 
There is no cost to you for participating in this study. 

 
9. Will I be paid to take part in this research study? 

You will not receive any payment or compensation for being in this research study. 
 

10. Who is paying for this research study? 
Your institution and study investigators have applied for a grant from the National Institutes of 
Health to support this research.  

 
11.  What are my rights if I take part in this research study? 

Taking part in this research study is voluntary.  
 You do not have to be in this research.  
 If you choose to be in this research, you have the right to stop at any time.  
 If you decide not to be in this research or if you decide to stop at a later date, there will be no 

penalty or loss of benefits to which you are entitled.  
 

The Study PI or your Site PI [or the sponsor] may take you out of the research study without your 
permission. Some possible reasons for this are: continuing the research would be harmful, you did 
not follow the instructions of the study doctor, or the sponsor of the research may end the research 
study early. During the course of the research you will be provided with any new information that may 
affect your decision to continue participating in this research. 

 
12. If I have questions or concerns about this research study, whom should I call?     

Please call the head of the research study (principal investigator), Kent P. Hymel, MD at 717-531-0003, 
extension 281519 OR at 717-531-8521, pager 4173 if you: 

 Have questions, complaints or concerns about the research. 
 Believe you may have been harmed by being in the research study.   

 
You may also contact the research protection advocate in the HMC Human Subjects Protection Office 
(HSPO) at 717-531-5687 if you: 

 Have questions regarding your rights as a person in a research study. 
 Have concerns or general questions about the research.  
 Have questions about your privacy.  
 You may also call this number if you cannot reach the research team or wish to offer input or 

to talk to someone else about any concerns related to the research.  
 

You may visit the HSPO’s web site at http://pennstatehershey.org/irb under research subject 
information for: 

 Information about your rights when you are in a research study;  
 Information about the Institutional Review Board (IRB), a group of people who review the 

research to protect your rights; and  
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 Links to the federal regulations and information about the protection of people who are in 
research studies. If you do not have access to the internet, copies of these federal regulations 
are available by calling the HSPO at (717) 531-5687. 

 
A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required by U.S. 
Law. This Web site will not include information that can identify you. At most, the Web site will include 
a summary of the results. You can search this Web site at any time. 

 
 
INFORMED CONSENT AND AUTHORIZATION TO TAKE PART IN RESEARCH  
 
Signature of Person Obtaining Informed Consent 
 
Your signature below means that you have explained the research to the subject or subject 
representative and have answered any questions he/she has about the research. 
 
________________________________  __________ ______       ________________ 
Signature of person who explained this research Date  Time               Printed Name  
(Only approved investigators for this research may explain the research and obtain informed consent.)   
 
Signature of Person Giving Informed Consent and Authorization 
Before making the decision about being in this research you should have: 

 Discussed this research study with an investigator,  

 Read the information in this form, and 

 Had the opportunity to ask any questions you may have.  
Your signature below means that you have received this information, have asked the questions you 
currently have about the research and those questions have been answered. You will receive a copy of the 
signed and dated form to keep for future reference. 
 
 
Signature of Subject 
 
By signing this consent form, you indicate that you voluntarily choose to be in this research and agree to 
allow your information to be used and shared as described above.  
 
___________________________ __________ ______       __________________________  
Signature of Subject    Date  Time  Printed Name 
 
 

 

http://www.clinicaltrials.gov/

